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Form FOA 1572 (21 GFR 212.53()).

1. NAME AND ACDRESS OF INVESTIGATOR

na

D CURRICLULUM VITAE D CTHER STATEMENT OF QUALIFICATIONS

. EDUCATION, TRAIMING, AND EXPERIENCE THAT GUALIFIES THE INMVESTIGATOR AS AN EXPERT IN THE CLINICAL INVESTIGATION OF THE
DRUG FOR THE USE UNDER INVESTIGATICON, OME OF THE FOLLOWING 1S ATTACHED.

BE CONDUCTED.

2. NAME AND ACDRESS OF ANY MEDICAL SCHOOL, HOSPITAL OR OTHER RESEARCH FACILITY WHERE THE CLINICAL INVESTIGATION(S) WILL

4, NAME AND ADDRESS OF ANY CLINICAL LABCRATCORY FACILITIES TO BE USED IN THE STUDY.

on

. NAME AND ADDRESS OF THE INSTITUTIONAL REVIEW BOARD (IRE) THAT |5 RESPONSIELE FOR REVIEW AND APFROVAL OF THE STUDY(IES).

&. MAMES OF THE SUBINVESTIGATORS (a0, ressarch feliows, residants, associates) WHOWILL BE ASSISTING THE INVESTIGATOR IN THE
CONDUCT OF THE INVESTIGATION ().

7. NAME AND CODE MUMBER, IF ANY, OF THE PROTOCOLES) IM THE IND FOR THE STUDY(IES) TO BE COMDUCTED BY THE INVESTIGATOR.
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2. ATTACH THE FOLLOWING CLINICAL PROTCOCOL INFORMATION:

D FOR PHASE 1 INVESTIGATIONS, A GENERAL OUTLINE OF THE PLANMED INVESTIGATION INCLUDING THE ESTIMATED DURATION CF
THE STUCY AND THE MAXIMUM NUMBER OF SUBJECTS THAT WILL BE INVOLVED.

FOR PHASE 2 OR 3 INVESTIGATIONS, AN QUTLINE OF THE STUDY PROTOCCL INCLUDING AN APPROXIMATION OF THE NUMBER CF
SUBJECTS TO BE TREATED WITH THE DRUG AND THE MUMBER TO BE EMPLOYED AS CONTROLS, IF ANY, THE CLINICAL USES TO BE
INVEETIGATED, CHARACTERISTICS OF SUBJECTS BY AGE, SEX, AND CONDITION; THE KIND OF CLIMICAL QESERVATIONS AMD
LABORATORY TESTS TO BE CONDUCTED; THE ESTIMATED DURATION OF THE STUDY, AND COPIES OR A DESCRIPTION OF CASE
REPORT FORME TO BE USED.

9, COMMITMENTS:

| agres to conduct the study(las) In accordance withthe rekevant, currant protecol(s) and will only maks changas Ina protocol attar notitying tha
sponsor, except when nacessary to protect tha afaty, rignts, of weltare of subjects.

| agrae to parsanally conduct of supanvise the descrbad Investigation(s).

| agres to Inform any patlents, or any persons usad as confrols, that the drugs are being used for Invastigational purposes and | will ensure that
the requirements ralating to otaming Informed consent In 21 GFR Part 50 and Institutional review board (IRB) reviaw and approval In 21 GFR
Part 56 ara met

| agrae to report to the sponsor adverse experlences that occur In the course of the Investigalion(s) In accordance with 21 GFR 312.64.
I hawve raad and undarstand the Information In the Investigator's brochure, ncluding the potantial fisks and side affects of the drug.

| agresa to ensure that all assoclates, colleagues, and employaes asslsting In the conduct of the studyiles) are Informed about thelr obligations
In maaling the above commitmants.

| agres to malntaln adequate and accurate records In accordance with 21 CFR 312,62 and 1o maka thoss records avallable for Inspection In
accordance with 21 CFRA 21263,

| wlll @nsura that an IRB that complles with tha raquiremants of 21 GFR Part 56 will b2 responsble for the Intal and confinuing raview and
approval of the clinkal Investigation. | also agres to promply report to the IRE all changas In the ressarch actiity and all unanfclpstad
problems Involving Hsks to human subjects or othars. Addtionally, | will not make ary changas in the rasearch witholt IRE approval, excapt
whare nacessary 1o aliminate apparent Immediate hazards to human subjects,

| agrea to comply with all ether requirsments regarding the cbllgations of ¢linkal Investigators and all other partinent requirements In 21 GFR
Part 312,

INSTRUCTIONS FOR COMPLETING FORM FDA 1572
STATEMENT OF INVESTIGATOR:

1. Complete all sections, Attach a separate page f additional space is needed.

2. Attach cumiculum vitae or other statement of qualifications as described in Section 2.
3. Attach protocol outline as described in Section 8.

4, Sign and date below,

5. FORWARD THE COMPLETED FORM AMD ATTACHMENTS TQ THE SPONSOR. The sponsor will incorporate this
information along with other technical data into an Investigational Mew Drug Application (INDY).

10, SIGNATURE OF INVESTIGATOR 11. DATE

(WARNING: A willfully false statement is a criminal offense. U.5.C. Title 18, Sec. 1001.)

Public reporting burden for this collection of information is estimatsd to average 100 hours per respones, including the time for reviewing instructions,
saarching sxisting data acurces, gathering and maintaining the data nesded, and completing reviewing the collection of infemation. S2nd comments regarding
thiz burden estimate or any cther aspect of this collsction of infarmation, including suggestiona for reducing this burden to!

Department of Health and Human Services Department of Health and Hurran Services .

Foed and Crug Administration Food and Dg Administration An agency may not conduct or gponsor, and &
Geriterfor Drug Evaluation and Rsssanch Center for Biclogics Evaluation and Reseach (HFM-g) person iz not regquired to respond to, a colleaction
Central Dosument Boom 1401 Bockvile Piks of infarmation unlaes it displays a currently valid
5a01-B Ammendale Road Flochuille, MD 208521445 OME contral number,

Baltaville, MO 20705-1265
Please DO NOT AETURN this application to this address.
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